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DETAILED ACTION 

Response to Amendment 

1. Applicants' amendment of claims 8, 1 1, 20, 27, and 36 in the reply filed on November 
20, 2007 is acknowledged. 



Double Patenting 

2. The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. 
Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 
1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 
CFR 3.73(b). 
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3. Claims 8, 9, 11, 16-18, 20-22, 27, 28, and 36 are rejected under the judicially created 
doctrine of obviousness-type double patenting as being unpatentable over (i) claims 1-33 of U.S. 
Patent No. 6,200,336, (ii) claims 1-21 of U.S. Patent No. 6,508,833, and (iii) 1-12 of U.S. Patent 
No. 6,974,474. Although the conflicting claims are not identical, they are not patentably distinct 
from each other because the difference between claims 8, 9, 11, 16-18, 20-22, 27, 28, and 36 of 
the application and (i) claims 1-33 of U.S. Patent No. 6,200,336, (ii) claims 1-21 of U.S. Patent 
No. 6,508,833, and (iii) 1-12 of U.S. Patent No. 6,974,474 lies in the fact that the patent claims 
include many more elements and is thus much more specific. Thus the invention of (i) claims 1- 
33 of U.S. Patent No. 6,200,336, (ii) claims 1-21 of U.S. Patent No. 6,508,833, and (iii) 1-12 of 
U.S. Patent No. 6,974,474 is in effect a "species" of the "generic" invention of claims 8, 9, 11, 
16-18, 20-22, 27, 28, and 36. It has been held that the generic invention is "anticipated" by the 
"species". See In re Goodman, 29 USPQ2d 2010 (Fed. Cir. 1993). Since claims 8-11, 16-18, 20- 
22, 27-29, and 36 are anticipated by (i) claims 1-33 of U.S. Patent No. 6,200,336, (ii) claims 1- 
21 of U.S. Patent No. 6,508,833, and (iii) 1-12 of U.S. Patent No. 6,974,474, it is not patentably 
distinct from (i) claims 1-33 of U.S. Patent No. 6,200,336, (ii) claims 1-21 of U.S. Patent No. 
6,508,833, and (iii) 1-12 of U.S. Patent No. 6,974,474. 

4. Claims 8, 9, 11, 16-18, 20-22, 27, 28, and 36 are provisionally rejected under the 
judicially created doctrine of obviousness-type double patenting as being unpatentable over: 

(i) Claims 1-16 and 55-65 of copending Application No. 09/777,091; 

(ii) Claims 1, 7, and 14-25 of copending Application No. 10/721,582; 

(iii) Claims 1-19 and 22-42 of copending Application No. 10/910,490; 



Application/Control Number: 10/642,372 
Art Unit: 3738 



Page 4 



(iv) Claims 1-20 of copending Application No. 11/185,272; and 

(v) Claims 1-29 of copending Application No. 10/828,716. 

Although the conflicting claims are not identical, they are not patentably distinct from each other 
because these applications claim a valve prosthesis comprising leaflets and a support frame/stent 
enclosed in (and supporting) said leaflets. This is a provisional obviousness-type double 
patenting rejection because the conflicting claims have not in fact been patented. 



Claim Rejections - 35 USC §102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States, 
(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application fded under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application fded in the United States only if the international application designated the United 
States and was published under Article 2 1(2) of such treaty in the English language. 



6. Claims 8, 9, 1 1, 16-18, 20-22, 27, 28, and 36 are rejected under 35 U.S.C. 102(e) as being 
clearly anticipated by Thorpe et al. (US 2003/0130726 Al). 

Referring to Figures 9, 1 1, and 14-16 (particularly Figures 14-16), Thorpe et al. discloses 
a valve prosthesis (e.g., devices 133, 167) comprising: 

(i) A support frame (Figures 14-16: upper stent and/or lower stent) supporting (directly or 
indirectly) one or more leaflets (e.g., valve material 146), the one or more leaftlets including a 
co-aptation position (i.e., the one or more leaflets co-apt when their inner edges seal, close, fit 
together, or contact one another in order to close the valve orifice/opening), wherein the support 
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frame and one or more leaflet form a valve that restrict blood flow in a first direction and allow 
blood flow in a second, opposite direction when the valve prosthesis is implanted in a vascular 
vessel, wherein the valve material comprises one of several materials, including remodelable SIS 
or extracellular collagen matrix (see paragraph 0037); 

(ii) The support frame comprising frame elements/struts (e.g., straight sections 137, 174 
AND/OR eye-loops (bends) connecting the straight sections AND/OR marginal retaining 
members 140, 181) to which the one or more leaflets are attached, wherein outer edges of the 
frame elements contact/engage the wall of the vascular vessel, at least a portion of the support 
frame supporting (directly or indirectly) the leaflets of the valve member at a point adjacent (i.e., 
"lying near, close, or contiguous; nearby") the valve opening (e.g., inner edge 153); and 

(iii) At least one centering support element (first interpretation: Figures 14-16, lower stent; 
second interpretation: Figures 14-16, any of the straight sections of the upper stent; third 
interpretation: Figures 14-16, marginal retaining members 140, 181) configured to center 
(emphasis added to the functional language) the co-aptation position. As seen in Figures 14-16 
(see representation of Figure 16, below), any of the above-indicated interpretations for the "at 
least one centering support element" includes a portion that traverses and is free of contact with a 
proximal leaflet surface of one of the two or more leaflets. Further, the claim language does not 
disclose the orientation of the valve, so "proximal" and "distal" orientations are broadly 
interpreted and interchangeable. 
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Response to Arguments 

7. Regarding the 102(e) rejection based on Thorpe et al. (US 2003/0130726 Al), 
Applicants' arguments filed November 20, 2007 have been fully considered but they are not 
persuasive. 
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The Applicants argue that Thorpe et al. '601 do not disclose the "centering support 
element as "including a portion that traverses and is free of contact with the proximal leaflet 
surface of one of the two or more leaflets". The Examiner respectfully disagrees. As seen in 
Figures 14-16 (see representation of Figure 16, above), any of the above-indicated interpretations 
for the "at least one centering support element" includes a portion that traverses and is free of 
contact with a proximal leaflet surface of one of the two or more leaflets. Further, the claim 
language does not disclose the orientation of the valve, so "proximal" and "distal" orientations 
are broadly interpreted and interchangeable. 

8. Claims 8, 9, 1 1, 16, 18, 20-22, 27, and 36 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Duerig et al. (US 2002/0138135 Al). 

Referring to Figures 5-8, Duerig et al. discloses a valve prosthesis (e.g., devices 500, 600, 
800) comprising: 

(i) A support frame (first interpretation: stent 100; second interpretation: bent struts 108, 
combined) supporting (directly or indirectly) one or more leaflets (e.g., valve flaps 500, 602, 
802), the one or more leaftlets including a co-aptation position (i.e., the one or more leaflets co- 
apt when their inner edges seal, close, fit together, or contact one another in order to close the 
valve orifice/opening), wherein the support frame and one or more leaflet form a valve that 
restrict blood flow in a first direction and allow blood flow in a second, opposite direction when 
the valve prosthesis is implanted in a vascular vessel; 

(ii) The support frame comprising frame elements/struts (first interpretation: straight 
struts/segments of stent 100; second interpretation: bent struts 108) to which the one or more 
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leaflets are attached, wherein outer edges of the frame elements contact/engage the wall of the 
vascular vessel, at least a portion of the support frame supporting (directly or indirectly) the 
leaflets of the valve member at a point adjacent (i.e., "lying near, close, or contiguous; nearby") 
the valve opening; and 

(iii) At least one centering support element (first interpretation: bent struts 108, combined; 
second interpretation: stent 100) extending laterally from the support frame and configured to 
center (emphasis added to the functional language) the co-aptation position. As seen in Figures 
6-8, and under the "first interpretation", bent struts 108 include a portion that traverses and is 
free of contact with a proximal leaflet surface of one of the two or more leaflets. Further, under 
the "second interpretation", stent 100 include a portion that traverses and is free of contact with a 
proximal leaflet surface of one of the two or more leaflets. Additionally, the claim language does 
not disclose the orientation of the valve, so "proximal" and "distal" orientations are broadly 
interpreted and interchangeable (see representation of Figure 5, below). 
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Response to Arguments 

9. Regarding the 102(e) rejection based on Duerig et al. (US 2002/0138135 Al), 
Applicants' arguments filed November 20, 2007 have been fully considered but they are not 
persuasive. 

The Applicants argue that Duerig et al. (US 2002/0138135 Al) do not disclose the 
"centering support element as "including a portion that traverses and is free of contact with the 
proximal leaflet surface of one of the two or more leaflets". The Examiner respectfully disagrees. 
As seen in Figures 6-8, and under the "first interpretation", bent struts 108 include a portion that 
traverses and is free of contact with a proximal leaflet surface of one of the two or more leaflets. 
Further, under the "second interpretation", stent 100 include a portion that traverses and is free of 
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contact with a proximal leaflet surface of one of the two or more leaflets. Additionally, the claim 
language does not disclose the orientation of the valve, so "proximal" and "distal" orientations 
are broadly interpreted and interchangeable (see representation of Figure 5, above). 

Claim Rejections - 35 USC §103 

10. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

11. Claim 17 is rejected under 35 U.S.C. 103(a) as being unpatentable over Duerig et al. (US 
2002/0138135 Al) in view of Cox (US 5,713,950 A). 

Duerig et al. disclose the invention as claimed except for disclosing the covering or 
plurality of leaflets as comprising small intestinal submucosa (an Extracellular Collagen Matrix). 
However, Cox discloses a valve with leaflets comprising small intestinal submucosa in order to 
eliminate the risk of immune rejection and to eliminate the need to use fixation treatment to 
reduce the antigenicity of tissue from animals or cadavers (see column 14, lines 34-42). It would 
have been obvious to one of ordinary skill in the art at the time the invention was made to have 
combined the teaching of using a covering/plurality of leaflets comprising small intestinal 
submucosa, as taught by Cox, with the valve of Duerig et al., in order to eliminate the risk of 
immune rejection and to eliminate the need to use fixation treatment to reduce the antigenicity of 
tissue from animals or cadavers. 
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Conclusion 

12. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

13. This application contains claims 1-7, 12-15, 19, 23-26, 30-35, and 37-39 drawn to an 
invention nonelected with traverse in the reply filed on March 10, 2006. A complete reply to the 
final rejection must include cancellation of nonelected claims or other appropriate action (37 
CFR 1.144) See MPEP § 821.01. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Javier G. Blanco whose telephone number is 571-272-4747. The 
examiner can normally be reached on M-F (9:00 a.m.-7:00 p.m.), first Friday of the bi-week off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott can be reached on (571) 272-4754. The fax phone numbers for 
the organization where this application or proceeding is assigned is 571-273-8300 for regular 
communications and After Final communications. Any inquiry of a general nature or relating to 
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the status of this application or proceeding should be directed to the receptionist whose telephone 
number is 703-308-0858. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

/Javier G. Blanco/ 
Examiner, Art Unit 3774 
/Dave Willse/ 

Primary Examiner, Art Unit 3738 



